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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1.17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 31 
October 2007 has been entered. 

Status of Claims 

Claims 1-4 and 6-1 1 are pending, and are thus examined herein on the merits for 
patentability. No claim is allowed at this time. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1,148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 
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1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

1. Claims 1-4 and 6-11 are rejected under 35 U.S.C. 103(a) as being unpatentable 

over JP 08-034701 (Akiyo et al.). as evidenced by Bussiere et al., J. Chem. Biol., 2001, 

130(4): 561-568 (Bussiere etal.). 

Applicant claims: 

Applicants claim a composition comprising 3.5-300 g/L inulin type fructan, 5-150 
mM Na + , 5-150 mM K + , and 10-150 mM of at least one of CI", HC03", C0 3 2 ", organic 
acids, and organic acid anions. Claims 2-4 limit the inulin type fructan to a degree of 
polymerization of 3 to 6, preferably 1-kestose or nystose. Claim 6 further comprises 0- 
20 mM Mg 2 +, 0-5 mM Ca 2+ , 0-150 mM H 2 P0 4 " and /or HP0 4 2 ", and 1-100 g/L 
hydroxyethyl starch. Claims 8-9 are drawn to a method for preserving an organ 
comprising perfusing said organ with the composition of claim 1. Claims 10-11 are 
drawn to a method for suppressing hypofunction of and damage to an organ (i.e. 
kidney, liver, heart, lung or pancreas) during an organ transplantation process, or 
improving hypofunction of an organ during an organ transplantation process via 
contacting said organ with the composition of claim 1. 

Determination of the scope and content of the prior art 

(MPEP 2141.01) 

Akiyo et al. teach a method for maintaining the properties and functions of an 
organ (i.e. liver or kidney) on the cellular level by perfusing said organ with a 
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composition comprising a sugar liquid such as mannitol or inulin (Abstract; claims 1-3, 
23-26 and 31-34; and paragraphs [0003]-[0004] and [0009]). Akiyo et al. further teach 
an example wherein the sugar liquid comprises 1 g D-mannitol and 20 ml Krebs-Ringer 
buffer solution (paragraph [0025]). Krebs-Ringer buffer solution comprises124 mM 
NaCI, 5.0 mM KCI, 1.5 mM CaCI 2 , 1.3 mM MgCI 2 , 20 mM NaOH, and 10 mM glucose at 
pH 7.4, as evidenced by Bussiere et al. (page 563, left column, lines 26-28). 

Ascertainment of the difference between the prior art and the claims 

(MPEP 2141.02) 

Akiyo et al. do not explicitly teach a perfusion composition comprising 3.5-300 
g/L of an inulin, 5-150 mM Na + , 5-150 mM K + , and 10-150 mM of at least one of CI", 
HC03", C0 3 2 ', organic acids, and organic acid anions, as in instant claim 1. However, 
Akiyo et al. clearly teach that inulin and mannitol are functionally equivalent sugars for 
perfusion of organs (claims 2-3, 25-26 and 33-34; and paragraph [0009]). 

It is noted that Akiyo et al. do not teach the inulin to comprise 1-kestose or 
nystose. However, inulin refers to polymers consisting of fructose units joined by a B-(2- 
1) glycosidic bond that typically have a terminal glucose. Thus, 1-kestose and nystose 
are encompassed by the teaching of inulin. 

Finding of prima facie obviousness 
Rational and Motivation (MPEP 2142-43) 

Therefore, it would have been prima facie obvious for one skilled in the art at the 
time of the invention to substitute inulin for mannitol in the perfusion composition 
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comprising mannitol and Krebs-Ringer buffer solution because mannitol and inulin 
functionally equivalent, as reasonably suggested by Akiyo et al. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

2. Claims 1-2, 4 and 6-11 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent No. 5,306,508 (hereinafter Kossovsky et al.), in view of 
U.S. Patent No. 4,879,283 (hereinafter Belzer et al.). 
Applicant claims: 

Applicants claim a composition comprising 3.5-300 g/L inulin type fructan, 5-150 
mM Na + , 5-150 mM K + , and 10-150 mM of at least one of CI', HC03", C0 3 2 ", organic 
acids, and organic acid anions. Claims 2and 4 limit the inulin type fructan to a degree of 
polymerization of 3 to 6, preferably nystose. Claim 6 further comprises 0-20 mM Mg 2 +, 
0-5 mM Ca 2+ , 0-150 mM H 2 P0 4 " and /or HP0 4 2 ", and 1-100 g/L hydroxyethyl starch. 
Claims 8-9 are drawn to a method for preserving an organ comprising perfusing said 
organ with the composition of claim 1. Claims 10-11 are drawn to a method for 
suppressing hypofunction of and damage to an organ (i.e. kidney, liver, heart, lung or 
pancreas) during an organ transplantation process, or improving hypofunction of an 



Application/Control Number: 10/508,779 Page 6 

Art Unit: 1616 

organ during an organ transplantation process via contacting said organ with the 
composition of claim 1 . 

Determination of the scope and content of the prior art 

(MPEP 2141.01) 

Kossovsky et al. teach a red blood cell surrogate comprising nanocrystalline core 
particles which are coated with an oxygen carrier anchor (column 3, lines 11-14). 
Kossovsky et al. teach that the red blood cell surrogates are suitable for in vitro 
perfusion of organs such as hearts, livers and kidneys during transport and storage prior 
to transplantation. Kossovsky et al. further teach that the red blood cell surrogates may 
be reconstituted with any of the well known aqueous pharmaceutical carriers, such as 
buffered saline, with or without allosteric effectors, plasma and whole blood (column 5, 
lines 62-67). 

Ascertainment of the difference between the prior art and the claims 

(MPEP 2141.02) 

Kossovsky et al. do not explicitly teach an example wherein nystose is the 
oxygen carrier anchor located on the surface of said nanocrystalline core particle. 
However, Kossovsky et al. clearly teach that nystose is a suitable oxygen carrier anchor 
(column 4, lines 37-39; and claims 1-3). 

Also, Kossovsky et al. do not teach the aqueous pharmaceutical carriers to 
comprise the instantly claimed ranges of Na + , K + , and at least one of CI", HC0 3 ", CO3 2 ', 
organic acids, and organic acid anions. However, Belzer et al. teach that Collins 
solution, or the modified EuroCollins solution is preferred by most transplant centers 
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that preserve kidneys by cold-storage (column 2, lines 35-38). The instant specification 
teaches that EuroCollins solution comprises 10 mM Na + , 115 mM K + , 15 mM CI", 10 mM 
HC0 3 ", 15 mM H2PO4", and 42.5 mM HP0 4 2 " (Example 1). 

Finding of prima facie obviousness 
Rational and Motivation (MPEP 2142-43) 

Therefore, it would have been prima facie obvious for one skilled in the art at the 
time of the invention to use nystose as the oxygen carrier anchor of Kossovsky et al. 
along with a solution of EuroCollins solution, as reasonably taught by Belzer et al. 

From the teachings of the references, it is apparent that one of ordinary skill in 
the art would have had a reasonable expectation of success in producing the claimed 
invention. Therefore, the invention as a whole would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nathan W. Schlientz whose telephone number is 571- 
272-9924. The examiner can normally be reached on 8:30 AM to 5:00 PM, Monday 
through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann Richter can be reached on 571-272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Nathan W. Schlientz 

Patent Examiner . 

Technology Center 1600 Yv ^ . /) 



Group Art Unit 1616 




Joharm R. Richter 
•Supervisory Patent Examiner 
Technology Center 1600 
Group Art Unit 1616 



